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1 . This internationaJ preliminary report on patentability (Chapter I) is issued by the International Bureau on behalf of the 
International Searching Authority under Rule 44 bis.\{a). 

2. This REPORT consists of a total of 7 sheets, including this cover sheet. 

In the attached sheets, any reference to the written opinion of the International Searching Authority should be read as a reference 
to the international preliminary report on patentability (Chapter I) instead. 



3. This report contains indications relating to the following items: 

Basis of the report 
Priority 
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IV 
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VI 
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vn 
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vm 



Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 

Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 



4. The International Bureau will communicate this report to designated Offices in accordance with Rules A4bis3(c) and 93bisA but 
not, except where the applicant makes an express request under Article 23(2), before the expiration of 30 months from the priority 
date (Rule44f?i.y.2). 
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International Patent Classification (IPC) or both national classification and IPC 
INV.A61K38/17 



Applicant 
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1 . This opinion contains indications relating to the following items: 

S Box No. I Basis of the opinion 

□ Box No. II Priority 

12 Box No. ill Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

□ Box No. IV Lack of unity of invention 

H Box No. V Reasoned statement under Rule 43fa/s.1 (a)(i) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

□ Box No. VI Certain documents cited 

0 Box No. VII Certain defects in the international application 

M Box No. VIII Certain observations on the international application 

2. FURTHER ACTION 

If a demand for international preliminary examination is made, this opinion will usually be considered to be a 
written opinion of the International Preliminary Examining Authority ("I PEA") except that this does not apply where 
the applicant chooses an Authority other than this one to be the IPEA and the chosen IPEA has ^not.fec I the 
International Bureau under Rule 66.16/s(b) that written opinions of this International Searching Authority 
will not be so considered. 

If this opinion is, as provided above, considered to be a written opinion of the IPEA. the applicant is invited to 
submit to the IPEA a written reply together, where appropriate, with amendments before the expiration of 3 months 
• from the date of mailing of Form PCT/ISA/220 or before the expiration of 22 months from the priority date, 
whichever expires later. 

For further options, see Form PCT/ISA/220. 

3. For further details, see notes to Form PCT/ISA/220. 
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Box No. I Basis of the opinion 



1 . With regard to the language, this opinion has been established on the basis of: 
El the international application in the language in which it was filed 

□ a' translation of the international application into , which is the language of a translation furnished for the 
purposes of international search (Rules 12.3(a) and 23.1 (b)). 

2 With regard to any nucleotide and/or amino acid sequence disclosed in the international application and 
necessary to the claimed invention, this opinion has been established on the basis of: 

a. type of material: 

□ a sequence listing 

□ table(s) related to the sequence listing 

b. format of materia!: 

□ on paper 

□ in electronic form 

c. time of filing/furnishing: 

□ contained in the international application as filed. 

□ filed together with the international application in electronic form. 

□ furnished subsequently to this Authority for the purposes of search. 

3 □ In addition, in the case that more than one version or copy of a sequence listing andAr table relating thereto 
: has been filed or furnished, the required statements that the information in the subsequent or additional 
copies is identical to that in the application as filed or does not go beyond the application as filed, as 
appropriate, were furnished. 

4. Additional comments: 
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Box No. Ill Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability , — 

The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non 
obvious), or to be industrially applicable have not been examined in respect of 

□ the entire international application 
12 claims Nos. 1-22 

because: 

H the said international application, or the said claims Nos. 1-22 in regards of industrial application relate to 
the following subject matter which does not require an international search (specify): 

see separate sheet 

□ the description, claims or drawings (indicate particular elements below) or said claims Nos. are so 
unclear that no meaningful opinion could be formed (specify): 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed (specify): 

□ no international search report has been established for the whole application or for said claims Nos. 

□ a meaningful opinion could not be formed without the sequence listing; the applicant did not, within the 
prescribed time limit: 

□ furnish a sequence listing on paper complying with the standard provided for in Annex C of the 
Administrative Instructions, and such listing was not available to the International Searching 
Authority in a form and manner acceptable to It. 

□ furnish a sequence listing in electronic form complying with the standard provided for in Annex C 
of the Administrative Instructions, and such listing was not available to the International Searching 
Authority in a form and manner acceptable to it. - 

• □ pay the required late furnishing fee for the furnishing of a sequence listing in response to an 
invitation under Rules 13ter.1 (a) or (b). 

□ a meaninqful opinion could not be formed without the tables related to the sequence listings; the applicant 
did not within the prescribed time limit, furnish such tables in electronic form complying with the technical 
requirements provided for in Annex C-bis of the Administrative Instructions, and such tables were not 
available to the International Searching Authority in a form and manner acceptable to it. 

□ the tables related to the nucleotide and/br amino acid sequence listing, if in electronic form only do not 
comply with the technical requirements provided for in Annex C-bis of the Administrative Instructions. 

□ See Supplemental Box for further details 
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Box No. V Reasoned statement under Rule 43o/s.1 (a)(i) with regard to novelty, inventive step or 
industrial applicability; citations and explanations supporting such statement 



1. Statement 



Novelty (N) 


Yes: 


Claims 






No: 


Claims 


1-22 


Inventive step (IS) 


Yes: 


Claims 






No: 


Claims 


1-22 


Industrial applicability (IA) 


Yes: 


Claims 






No: 


Claims 





2. Citations and explanations 
see separate sheet 

Box No. Vll Certain defects in the international application • 

The following defects in the form or contents of the international application have been noted: 
see separate sheet 

Box No. VIII Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or on the question whether 
claims are fully supported by the description, are made: 

see separate sheet 
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Re Item III 

Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 

Claims 1-22 of present application refer to subject-matter defined as methods of 
treatment of the human or animal body, therefore under Rule 39 PCT such 
subject-matter under Art 17(2)(a)(1) is excluded from the scope of search by the 
International Authority. The examination is carried out concerning the alleged 
effects of the composition. 

Re Item V 

Reasoned statement with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

Reference is made to the following documents: 

D1 : LU E-X ET AL: "Calcitonin gene-related peptide-induced preconditioning 
improves preservation with cardioplegia" ANNALS OF THORACIC 
SURGERY 1996 UNITED STATES, vol. 62, no. 6, 1996, pages 1748-1751, 
XP002375574 ISSN: 0003-4975 

D2: US-A-4 720 483 (JANSZ ET AL) 19 January 1988 (1988-01-19) 

D3 : US-A-5 958 877 (WIMALAW ANSA ET AL) 28 September 1 999 (1 999-09-28) 

Novelty and Inventive Step, Art. 33 PCT 

1 The effects of Calcitonin Gene Related Protein (CGRP) in the treatment of heart 
failure and renal failure are known in the previous art as shown in D1-D3 (see 
passages cited in the International Search Report). Similarly, an administration in 
the dosages and time ranges as claimed in claims 1 17, 20 and 22 is also known 
as disclosed in D2 and D3. 

2 Dependent claim do not contain any features which, in combination with the fea- 
tures of any claim to which they refer, meet the requirements of the PCT in 
respect of novelty and/or inventive step, the reasons being as follows: the added 
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features as related to in dependent claims consist essentially in specifications, 
which are known as standard to the skilled person when confronted with the 
requirements of administrating a compound (claims 2-5 and 1 1) and producing a 
pharmaceutical^ acceptable preparation (claims 6-10). 



Re Item VII 

Certain defects In the international application 

The relevant state of the art as reported here above should be acknowledged in 
the application, to the sense of Rule 5 PCT. 



Re Item VIII 

Certain observations on the international application 

1 The dosage indicated in claim 1.7 is defined by an open time range defined only at 
the upper limit "up to 8 hours". In the absence of a lower limit, as stated for 
instance in claim 1 , defines the way of administration in a way as to include a 
single dose, i.e. not administered continuously. This appears in contrast with the. 
subject as defined in the other claims and in the examples of the application. 

2 Concerning the references made in claims 13, 14, 1 8, in regards to the place and 
the regime in which patients are treated, such specifications are totally immaterial 
in defining the subject-matter in its relations to the problems addressed by the 
claimed invention. Therefore these specifications cannot be taken into account in 
the examination. 
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